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(d) Send notice to the applicant that 
additional test data must be submitted 
and specify what tests are necessary 
and how the tests shall be interpreted 
(in such cases, the 120-day period shall 
commence upon receipt of the addi-
tional test data). 

(e) Send notice to the applicant that 
the application has been found to be 
substantially deficient or incomplete 
and cannot be processed until addi-
tional information is submitted to 
complete the application and specify 
the general areas of substantial defi-
ciency. 

(f) Send notice to the applicant that 
additional tests will be conducted by 
the Administrator, specifying the na-
ture of and reasons for the additional 
tests and the estimated time required 
(in such cases, the 120-day period shall 
commence 1 calendar day after the ad-
ditional tests have been completed). 

[71 FR 61271, Oct. 17, 2006] 

§ 53.6 Right to witness conduct of 
tests. 

(a) Submission of an application for a 
reference or equivalent method deter-
mination shall constitute consent for 
the Administrator or the Administra-
tor’s authorized representative, upon 
presentation of appropriate creden-
tials, to witness or observe any tests 
required by this part in connection 
with the application or in connection 
with any modification or intended 
modification of the method by the ap-
plicant. 

(b) The applicant shall have the right 
to witness or observe any test con-
ducted by the Administrator in connec-
tion with the application or in connec-
tion with any modification or intended 
modification of the method by the ap-
plicant. 

(c) Any tests by either party that are 
to be witnessed or observed by the 
other party shall be conducted at a 
time and place mutually agreeable to 
both parties. 

§ 53.7 Testing of methods at the initia-
tive of the Administrator. 

(a) In the absence of an application 
for a reference or equivalent method 
determination, the Administrator may 
conduct the tests required by this part 
for such a determination, may compile 

such other information as may be nec-
essary in the judgment of the Adminis-
trator to make such a determination, 
and on the basis of the tests and infor-
mation may determine that a method 
satisfies applicable requirements of 
this part. 

(b) In the absence of an application 
requesting the Administrator to con-
sider revising an appendix to part 50 of 
this chapter in accordance with § 53.16, 
the Administrator may conduct such 
tests and compile such information as 
may be necessary in the Administra-
tor’s judgment to make a determina-
tion under § 53.16(d) and on the basis of 
the tests and information make such a 
determination. 

(c) If a method tested in accordance 
with this section is designated as a ref-
erence or equivalent method in accord-
ance with § 53.8 or is specified or des-
ignated as a reference method in ac-
cordance with § 53.16, any person or en-
tity who offers the method for sale as 
a reference or equivalent method 
thereafter shall assume the rights and 
obligations of an applicant for purposes 
of this part, with the exception of 
those pertaining to submission and 
processing of applications. 

§ 53.8 Designation of reference and 
equivalent methods. 

(a) A candidate method determined 
by the Administrator to satisfy the ap-
plicable requirements of this part shall 
be designated as a FRM or FEM (as ap-
plicable) by and upon publication of a 
notice of the designation in the FED-
ERAL REGISTER. 

(b) Upon designation, a notice indi-
cating that the method has been des-
ignated as a FRM or FEM shall be sent 
to the applicant. 

(c) The Administrator will maintain 
a current list of methods designated as 
FRM or FEM in accordance with this 
part and will send a copy of the list to 
any person or group upon request. A 
copy of the list will be available via 
the Internet and may be available from 
other sources. 

[71 FR 61276, Oct. 17, 2006, as amended at 75 
FR 35597, June 22, 2010] 

§ 53.9 Conditions of designation. 
Designation of a candidate method as 

a FRM or FEM shall be conditioned to 
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the applicant’s compliance with the 
following requirements. Failure to 
comply with any of the requirements 
shall constitute a ground for cancella-
tion of the designation in accordance 
with § 53.11. 

(a) Any method offered for sale as a 
FRM or FEM shall be accompanied by 
a copy of the manual referred to in 
§ 53.4(b)(3) when delivered to any ulti-
mate purchaser, and an electronic copy 
of the manual suitable for incor-
porating into user-specific standard op-
erating procedure documents shall be 
readily available to any users. 

(b) Any method offered for sale as a 
FRM or FEM shall generate no unrea-
sonable hazard to operators or to the 
environment during normal use or 
when malfunctioning. 

(c) Any analyzer, PM 10 sampler, 
PM 2.5 sampler, or PM 10–2.5 sampler of-
fered for sale as part of an FRM or 
FEM shall function within the limits of 
the performance specifications referred 
to in § 53.20(a), § 53.30(a), § 53.35, § 53.50, 
or § 53.60, as applicable, for at least 1 
year after delivery and acceptance 
when maintained and operated in ac-
cordance with the manual referred to 
in § 53.4(b)(3). 

(d) Any analyzer, PM 10 sampler, 
PM 2.5 sampler, or PM 10–2.5 sampler of-
fered for sale as a FRM or FEM shall 
bear a prominent, permanently affixed 
label or sticker indicating that the an-
alyzer or sampler has been designated 
by EPA as a FRM or FEM (as applica-
ble) in accordance with this part and 
displaying any designated method 
identification number that may be as-
signed by EPA. 

(e) If an analyzer is offered for sale as 
a FRM or FEM and has one or more se-
lectable ranges, the label or sticker re-
quired by paragraph (d) of this section 
shall be placed in close proximity to 
the range selector and shall indicate 
clearly which range or ranges have 
been designated as parts of the FRM or 
FEM. 

(f) An applicant who offers analyzers, 
PM 10 samplers, PM 2.5 samplers, or 
PM 10–2.5 samplers for sale as FRM or 
FEMs shall maintain an accurate and 
current list of the names and mailing 
addresses of all ultimate purchasers of 
such analyzers or samplers. For a pe-
riod of 7 years after publication of the 

FRM or FEM designation applicable to 
such an analyzer or sampler, the appli-
cant shall notify all ultimate pur-
chasers of the analyzer or sampler 
within 30 days if the designation has 
been canceled in accordance with § 53.11 
or § 53.16 or if adjustment of the ana-
lyzer or sampler is necessary under 
§ 53.11(b). 

(g) If an applicant modifies an ana-
lyzer, PM 10 sampler, PM 2.5 sampler, or 
PM 10–2.5 sampler that has been des-
ignated as a FRM or FEM, the appli-
cant shall not sell the modified ana-
lyzer or sampler as a reference or 
equivalent method nor attach a label 
or sticker to the modified analyzer or 
sampler under paragraph (d) or (e) of 
this section until the applicant has re-
ceived notice under § 53.14(c) that the 
existing designation or a new designa-
tion will apply to the modified ana-
lyzer or sampler or has applied for and 
received notice under § 53.8(b) of a new 
FRM or FEM determination for the 
modified analyzer or sampler. 

(h) An applicant who has offered 
PM 2.5 or PM 10–2.5 samplers or analyzers 
for sale as part of a FRM or FEM may 
continue to do so only so long as the 
facility in which the samplers or ana-
lyzers are manufactured continues to 
be an ISO 9001-registered facility, as 
set forth in subpart E of this part. In 
the event that the ISO 9001 registration 
for the facility is withdrawn, sus-
pended, or otherwise becomes inappli-
cable, either permanently or for some 
specified time interval, such that the 
facility is no longer an ISO 9001-reg-
istered facility, the applicant shall no-
tify EPA within 30 days of the date the 
facility becomes other than an ISO 
9001-registered facility, and upon such 
notification, EPA shall issue a prelimi-
nary finding and notification of pos-
sible cancellation of the FRM or FEM 
designation under § 53.11. 

(i) An applicant who has offered 
PM 2.5 or PM 10–2.5 samplers or analyzers 
for sale as part of a FRM or FEM may 
continue to do so only so long as up-
dates of the Product Manufacturing 
Checklist set forth in subpart E of this 
part are submitted annually. In the 
event that an annual Checklist update 
is not received by EPA within 12 
months of the date of the last such sub-
mitted Checklist or Checklist update, 
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EPA shall notify the applicant within 
30 days that the Checklist update has 
not been received and shall, within 30 
days from the issuance of such notifi-
cation, issue a preliminary finding and 
notification of possible cancellation of 
the reference or equivalent method 
designation under § 53.11. 

[71 FR 61276, Oct. 17, 2006, as amended at 78 
FR 3281, Jan. 15, 2013] 

§ 53.10 Appeal from rejection of appli-
cation. 

Any applicant whose application for 
a reference or equivalent method deter-
mination has been rejected may appeal 
the Administrator’s decision by taking 
one or more of the following actions: 

(a) The applicant may submit new or 
additional information in support of 
the application. 

(b) The applicant may request that 
the Administrator reconsider the data 
and information already submitted. 

(c) The applicant may request that 
any test conducted by the Adminis-
trator that was a material factor in the 
decision to reject the application be re-
peated. 

§ 53.11 Cancellation of reference or 
equivalent method designation. 

(a) Preliminary finding. If the Admin-
istrator makes a preliminary finding 
on the basis of any available informa-
tion that a representative sample of a 
method designated as a reference or 
equivalent method and offered for sale 
as such does not fully satisfy the re-
quirements of this part or that there is 
any violation of the requirements set 
forth in § 53.9, the Administrator may 
initiate proceedings to cancel the des-
ignation in accordance with the fol-
lowing procedures. 

(b) Notification and opportunity to 
demonstrate or achieve compliance. (1) 
After making a preliminary finding in 
accordance with paragraph (a) of this 
section, the Administrator will send 
notice of the preliminary finding to the 
applicant, together with a statement of 
the facts and reasons on which the pre-
liminary finding is based, and will pub-
lish notice of the preliminary finding 
in the FEDERAL REGISTER. 

(2) The applicant will be afforded an 
opportunity to demonstrate or to 
achieve compliance with the require-

ments of this part within 60 days after 
publication of notice in accordance 
with paragraph (b)(1) of this section or 
within such further period as the Ad-
ministrator may allow, by dem-
onstrating to the satisfaction of the 
Administrator that the method in 
question satisfies the requirements of 
this part, by commencing a program to 
make any adjustments that are nec-
essary to bring the method into com-
pliance, or by taking such action as 
may be necessary to cure any violation 
of the requirements of § 53.9. If adjust-
ments are necessary to bring the meth-
od into compliance, all such adjust-
ments shall be made within a reason-
able time as determined by the Admin-
istrator. If the applicant demonstrates 
or achieves compliance in accordance 
with this paragraph (b)(2), the Admin-
istrator will publish notice of such 
demonstration or achievement in the 
FEDERAL REGISTER. 

(c) Request for hearing. Within 60 days 
after publication of a notice in accord-
ance with paragraph (b)(1) of this sec-
tion, the applicant or any interested 
person may request a hearing as pro-
vided in § 53.12. 

(d) Notice of cancellation. If, at the end 
of the period referred to in paragraph 
(b)(2) of this section, the Administrator 
determines that the reference or equiv-
alent method designation should be 
canceled, a notice of cancellation will 
be published in the FEDERAL REGISTER 
and the designation will be deleted 
from the list maintained under § 53.8(c). 
If a hearing has been requested and 
granted in accordance with § 53.12, ac-
tion under this paragraph (d) will be 
taken only after completion of pro-
ceedings (including any administrative 
review) conducted in accordance with 
§ 53.13 and only if the decision of the 
Administrator reached in such pro-
ceedings is that the designation in 
question should be canceled. 

§ 53.12 Request for hearing on can-
cellation. 

Within 60 days after publication of a 
notice in accordance with § 53.11(b)(1), 
the applicant or any interested person 
may request a hearing on the Adminis-
trator’s action. If, after reviewing the 
request and supporting data, the Ad-
ministrator finds that the request 
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